DEC- I 0-2002 05:42 



P. 01 





1 hereby certiiy that this correspondence is being deposited with the United States Postal Service as first class 
mail in an envelope addressed to: Assistant Commissioner for Patents, Washington, D.C, 2023 1 


Typed or Printed 
Name 


Donna Macedo 


Signature 





DECLARATION UNDER 
37 C.F.R.§ 1.132 


Attorney Docket 
Confirmation No. 


CALD-006 
4890 


Address to; 
Assistant Commissioner for Patents 
Washington, D.C, 20231 








First Named Inventor 


Gaier et al. 




Application Number 


09/775,592 




Filing Date 


January 5, 2001 




Group Art Unit 


1614 




Examiner Name 


Cook, R. 




Title 


Methods for Treating 
Sndomethacin Responsive 
Headaches 



Sir: 

I. Lawrence C. Newman, M.D., am a co-inventor of the above referenced application. 
Enclosed is a copy of my Curriculum Vitae which demonstrates that I am qualified to speak on 
the level of one of skill in the an. 



I hereby declare the following: 

Prior to my work in this area as embodied in the present application and claims, it was 
ray expectation, which is the same as with what those of skill in the art would expect, that a 
topical formulation of mdornethacin would not be able to supply therapeutically effective levels 
of mdornethacin to be able to successfully treat indomethacin-responsive headaches. As such, 
pnor to my work in this area, the methods of treating indomethacin-responsive headaches 
involved only oral and rectal administration of indomethacin, because it was believed that only 
oral and recta! formulations (not topical formulations) could supply sufficient levels of 
tndomethacin to treat indomethacin-responsive headaches. Thus at that time, there was an 
extremely low expectation of success that a topical formulation of indomethacin could supply a 
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therapeutically effective amount of indomethacin to successfully treat indomethacin-responsive 

headaches. 

The present application and claims are based on our discovery of the unexpected result 
that a topical formulation of indomethacin provides a therapeutically effective method of treating 
indomethacin-responsive headaches. 

t further declare that all statements made herein of my own knowledge are true 
and that all statements made on information and belief are believed to be true; that 
these statements were made with the knowledge that willful false statements and the 
like so made are punishable by fine or imprisonment, or both, under Section 1001 of 
Title 18 of the United States Code; and that such willful false statements may 
jeopardize the validity of the application or any patent issuing thereon. 
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